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Ms. JoyM Exkkson
. Seuior Pm&t Manager

@tire Nutritioq hlC.
P.O.BOX 58714
salt Lake (3&, Utsh 84158-0714
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Dear. Ms. EricksoIx

This is in responseto your letter of August 1,1996 to the Food and Drug Adminktration(FDA)
per the Dktary SupplementHealthand Education Act of 1994. Your letter includeda copyof
the product brochurefor OptimNutrition’smtmeutical producg OPTIMUNE. your ktter does
not state whyyou are makingthis submissionto FDA However,we have read the mate@s that
you enclosedwith your letter and havethe folfowingcommentson the idormation includedin the
brochure.

your brochure states: .’

OPTIMUNEis not a drug but a naturaUyderiveddietarysupplement. As SU4 it is
classifiedasa “nutraceutical”under the Dietary SupplementHealth and EducationAct of
1994fhm the F@ Drug and Ckmetic Act. Defin~ a nutrawutical is a fiwtiond
fd designedto deliver a specificheaIthIxmefit.

The Dietary SupplemmtHealthandEducation Act of 1994(IXHJ3A)does not providefor the
dassi60ation of anyproduct as a %trace@ “OaL”~~” .~oal” is not definedin the
Fti%ral F@ Drug and CosmeticAct (the sot). Therefbw the statement in your brochureis
fidse.
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nutrwWicxdpKXhlCtdevelopedto help US(3Smintain bodyWOi@tand &t ChrOIliC
weight loss.

Enlistbovinewheyproteinin your battle with chronicweight loss.

Chronicweightloss doesn’thave to be ikt of life. Rush the attached reply card to us and
finally take the upper hand in %vinn@ your fight” witkhronic weight loss.

For ptiople stressed by disease, chronic weight 10SScan be life threatening. The process
.

begins in the human gut where malnutrition causes the lining of the intestine to lose it’s
nutritional integrity. The composition of OPTIMUNE as a natural substance helps heal
the intestine and promotes utiliition of vital nutrients. “Inthe absence of nutrition the
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OPTIMUNEpromoted digestionand utiktion of vital nutri~@ help”%to end the cycIe
of Ohronicweight loss.

CHRONICWEIGHT Loss
.Gut Malnutrition
AUowsOrganismsTo Jnvade
NegativeReactionIn Gut
Allowsl?hki/Pksma To Pass Into Gut
causes unrelenting Diarrhea
FluidLeavesTheBodyWith Diarrhea
Body SensesStawation
BreaksDownFat AndMuscleFor Nutrients
CausesFurther Gut ImmuneSuppression
AndProcess RepeatsItself

OPTIMUNE
lllaudddalseag.dostdmlaicw’eigkbss

Uqderthe act a-represmtdm● n that a product is intended for medicalorthempeutic use evideuces
tlqtthat product is a @g. Underthe provisionsof section 201@)of the a@ a drug is delinedas
an @de Wed for use in the diagno~ ~ mitigatio~ treatment or prevention of diseasein
manoranimals.. The brqchureyou submittedmakes numecousstatem~ tktmgg@t.hii.tti
product is intendedfor these puiposes in thai it will hdp heal the in@stine. A rnandwturer of a
drug must p!we that its product is safeand effeotivefor its intendeduse. We are not aware of
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Please contact us if we maybe of fhrther*CO.
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yrlcerely your&

James Tanner,Ph.D.
ActingDirector,
Division of Programs and .

Enforcement Policy
, Office of Special Nutritional

Center for Food Safety
and Applied Nutrition


